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FREEDOM 0-F INFORMATION SUMMARY 

I. GENERAL INFORMATION: 

.a. File Number: 

b. Sponsor: 

C. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

f5 How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

.k Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

NADA 141-213 

Boehringer lirgelheim Vetmedica, Inc. 
2621 North Belt Highway 
St. Joseph, MO 64506-2002 

Drug Labeler Code: 000010 

meloxicam 

METACAM Oral Suspension 

Oral Suspension 

0.5 mg/mL: 15 and 30 mL bottles 
1.5 mg/mL: lo,32 and 100 mL botttles 

Rx 

0.5 mg/mL and 1.5 mg/mL 

This product is to be administered orally either 
mixed with food or placed directly in the mouth. 

Dogs 

Always provide client information sheet with 
prescription. METACAM Oral Suspension should 
be administered initially at 0.09 mg/lb (0.2 mg/kg) 
body weight only on the lairst day of treatment. For 
all treatments after day 1, METACAM Oral 
Suspension should be administered once daily at a 
dose of 0.045 mg/lb (0.1 mg/kg). The syringe is 
calibrated to deliver the daily maintenance dose in 
pounds. 

Non steroidal anti-inflammatory (NSAID) 



m. Indications: 

n. Effect of Supplement: 
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METACAM Oral Suspension is indicated for the 
control of pain and inflammation associated with 
osteoarthritis in dogs. 

This suppIement to NADA 14 l-2 13 provides 
revisions to 21 CFR 520.1350 (1) Amount. To 
change the format to read “‘administered initially at 
0.09 mg/lb (0.2 mgkg) body weight only on the 
first day of treatment. For all treatments after day 
1, METACAM Oral Suspension should be 
administered once daily at a dose of 0.045 mg/lb 
(0.1 mgkg).” 

This supplement also provides for revisions to 
labeling, including minor changes facilitating use 
of the drug and the addition of a Post-Approval 
section. 

2. EFFECTIVENESS: 

CC, Dosage Characterization: 

Refer to the original Freedom of Information summary dated April 15,2003. 

b. Substantial Evidence: 

Refer to the original Freedom of Information summary dated April 1.5,2003. 

3. TARGETANIMAL SAFETY: 

Refer to the original Freedom of Information summary dated April 15,2003. 

4. HUMAN SAFETY: 

This drug is intended for use in dogs, which are non-food animals, Because this 
new animal drug is not intended for use in food-producing animals, data on human 
safety pertaining to drug residues in food were not required for approval of this 
NADA. 

Human Warnings are provided on the product label as follows: No,t for use in 
humans. Keep this and all medications out of reach of children. Consult a 
physician in case of accidental ingestion by humans. 

5. AGENCY CONCLUSIONS: 

The data submitted in support of this NADA satisfy the requirements of section 
512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the 
implementing regulations. The data demonstrate that METACAM Oral 
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Suspension when used under the labeled conditions of use is safe and effective for 
the control of pain and inflammation associated with osteoarthritis in dogs, 

The drug is restricted to use by or on the order of a licensed veterinarian because 
professional expertise is needed to diagnose canine osteoarthritis and to monitor 
response to treatment. 

This approval does not qualify for marketing exclusivity under section 
5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act. 

Meloxicam is under the following U.S. patent number: 

U.S. Patent Number Date of Expiration 
$184,220 February 6,202l 

6. ATTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

a. Package insert/Client Information Sheet 

b. Box 

c. Bottle 

d. Shipping label 

Labeling is included for the 15 mL container of the 0.5 ,mg/mL concentration 
the 30 mL container of the 0.5 mg/mL concentration 
the 10 mL container of the 1.5 mg/mL concentration 
the 32 mL container of the 1.5 mg/mL concentration 
the 100 mL container of the 1.5 mg/mL concentration 
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Client Information Sheet 
For 

Me&am (meloxicam@$!@&%&Orai Suspension 
Non-steroid& anti-inflammatoiy drug for &al use in dogs only 

Thfs summary conlainshnmp informalion about Melac’am. You should read this fnformatlon bdore you 
start giving your dog Metacam and review It each ttme the prescrlpttonts reftlled.This sheet is pr&ded only or 
asumrnaryanddoesnol takethe place ofInstrudlons f~myourvelerlnarlan.Talktoyourveterinarian tfyou 
do not understand any of this information orlf you want to know moreabout M&acorn. 

What Is M&cam? 

Nletacam Is a prescrtplion non-stemldal anti-inflammatory drug (NSAID) that is used lo control pain and 
inflammation tsoreness) due to osteoarthrltts In dogs. Osteoarthritis (OA) Is a painful condlllbn caused by 
“wearand tear-01 cartilageand other partsofthe jointsthat mayresult tn thefollowlngchangesorslgnrfn 
your dog Umping or lameness, decreased acttvttyor exercise ireluctance tostond, climb stairs. jump or run, 
or dtfftcultytn performing Ihe% acttvtttes) stiffness or decreased movement ofjoints. Metacam is gfven to dogs 
by mouth. Do not usetncats. 

What Kind Of Resutts Con I Expect When My Dog Is On Me&am For DA? 

While Metacamisnot a cureforosteoarthrttis, ltcan contmlthe palnandinflammationof OAand tmprove 
your dog’s mobility. 
* Respanseuaries from dog to dog but can be quite dramatic. 
*In most dogs. improvement can beseen in a matter of days. 
*If Metacam isdiscontlnued ornotgfven aa directed. your dog’s pain and inflammation may come back 

Whal Dogs Should NoITab Metacam? 

Ywr dog should not be gtven Metaeam if he/she: 
* Has had an allergic reaction to melodcam, the aclive ingredient of Metacam. 
* Has had an allergic reaction (such as hives. factat swelling, or red or itchy skin) to aspirin or other NSAtOs 
*fspresently taking aspirin, other NSAJDs, orcorticosterolds (unless directed byyourvet&artanL 

Metacam Should Onty Be GtvenTo Dogs 

People should not take Metacam. Keep Metacam and all medtcatlon oul of reach of children. Call your physi- 
clan immediatefyifyou accidentally take Metacam. 

Howh Give MetacamTo Your Do& 

Theactual doseto be given should be prescribed bythevetednarian. 

MrecSons for AdminIstration: 

Dogs under 10 pounds&S kg) 

Shake well belore use, then remove cap. Particular care should be given with regardlo Ihe accuracy of dosing 

Topcwen(acddental~dosi~gofana[ldogs,admiaister drops onfwdon~,rreverdintoihamo~h. 
Carefullymeasuresuspenslan onto food to assure that themrrect dose trgiven before presenlationofthe food to 
the dog.Thesydngeprovtdedwth the mdoxicam concemratlon of 0.5 mglml cannot be used to measure doses 
for dogswelghlnglessthan 1 Ib (5.45 kg), 

For dogs less than 1 lb (0.45 kg), Metacam’ Oral Suspension can begfven usingthe dropper bottle: Iwo drops for 
each poundof bodyweight fortheO. mg/mLconcentralion (five dropsforeach kilogram of bodyweight), 
dropped direclly onto lhe load. 

For dogs between I-10 pounds, M&cam’ Oral Surpeosioncan begiven bydmpsor by using themeasuring 
syringe pravldedlnlhepackageOeedosing procedurebelow).The syringe filson to the bottle andhas ascafe 
beginntngat I lb, deslgned to deliver the daily malnten&e dose to.05 mg/lb orO.1 mglkg). When using the 
sytmge, the dog’s weight should be rounded down to the nearesl 1 pound increment. Replace and tlghten cap 
after use. 

Dogs over IO poutads 14.5 kg) 

Shakewelt before use then remove cap. Metacam’ Oral 5uspension maybe &her mtxedwilh food or placed 
directb Into the moot& Particular core should be glen v&h regard lo the accuracy of dosing. Metacorn’ Oral 
Suspension can be given ustng the measurfng syringe pro&cl In the package Gee dosing procedure befow>.lhe 
syringe fits on tothe botlleand has a scale in pounds designed to ddfver the daily mafnte&ce dose (0.05 
mg/lborO.l mg/kg).Whenusingthesyringe, thedog’swetghtshould be roundeddownblhenearest 1 lb 
increment. AlternaUvely,Metacam* Oral Suspension can be given using the dropper botlle:two drops for each 
pound bodyweight for the-O.5 mg/mLconcenlration (five d&psforeach kilogram of body weight). Replaceand 
tighlen cap after use. 
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hloxicam) 0.5 mglmt Oral Suspension 
kquivalent lo 0.02 ing per drop) 
Non-slermdal anti-inflammator)idrugior oral usein dogs only 
Caution: Federal law rPstricls this drug to use by or on the order of a licensed veierfnarian. 
Oescrfption: Meloxicam is a Non-Sterofdal Anti-fnflammatory(NSAlD) drug of the oxicam class. Each mdliliterof 
Metacam*Oral Suspension conleins melaxicam equivalent to 0.5 mIlligramsand sodium benzoste (1.5 mill~rams~as 
a preserrative.Thechemtal name for Mekxicam is 4-Hydmx~Z-methyl-N-tS~melhyi-2lh~a~~y~-Z~~~,Z~~nz~h~ 
iazins3-carboxamide1, I-dioxide.‘lheformulati~isayellowil viscous suspenrionrnththe odor of honey. 

Clinical Pharmacology: Melaxicam has nearly IL?+% bloavailabililywhen adminislned orally with food.The terminal 
elindnation half kfe after a single dose is eslimaled to be appmdmately24 hrs (i/.30%) regardless of route of adma- 
islralion.Thersirno evidence of statislicallyslgniticant gender differencesin drug pharmaco!d&cs. Drugbroavail- 
ability, volume of distribution. and total sy3emic clearance remain conrtent up to S times therecommended dose for 
useln dogs. However, rherelrsomewidenceof enhanced drug accumulationand terminal ettmination half-lifepm- 
tongation when dogs are dosed for 45 da* or longer. 
Peak drug concen~ralons can be expected to occur within about 7.5 hn afler oral administraiion Corresponding 
peak concentration is approximatety0.464 mcglml following a 0.2 ma/kg oral dose.The drugis 91% bound lo 
canine plasma proteins. 
indlcat~ns: Melacam’ Oral Suspension is indicated for the control of pain and inflammation associated with 
osleoarthitis in dogs. 

Dosageand Administration:Atwayspm~decfienl information sheetwithprescriptlon. Melacam’Dral Suspension 
should be administered inillaliy at 0.09 mg/lb (0.2 mg/kg) body weight onlyon the Ant day of treatment. For ail treat- 
ments after day 1, Metacam*Oral Suspension should be adminirlered once dally al a dox of 0.045 mgllb (0.1 
mg/kg).The syringe is callbraled Lo deliver the dailymaintenance dose In pounds. 

Directions ior Administration: 
Does under 10 oounds (45 ke) 

Shakewell beforeuse.then removecap. Pr,,tf&rce,esh&ld begiven& regard 1o theeecuracyofdow‘ng.Toprevm( 
aczidentat overdosingoi small dogs, administer drops onfcadonly, neverdkecilyinto the mouth. Carefullymearure 
suspension onlofocxi to essure that Ihe correcI doseis given before presentation of the fwdto lhedog. The sylingepro- 
vided with Ihe meloxicam concentraiionot 0.5 mgIm1 wnnolbe used 0 measure doses fw dagsweighingle~s lhan 1 lb 
(0.45 kg). 
For dogs less lhan 1 lb (0.45 kg). Metaca,,,~Oral Suspennon can be given “ringthe dropper bottle: two drops toreach 
pound01 body weight fortheO. mg/mLconcentrabon (fivedrops toreachkilogram of bodyweight),droppDddir~tly 
onto Ihe load. 

For dogs between I-10 pounds, Metecam Orat Suspension can be given by drops or by oong the measurmg syringe 
provided in the package (see dosing procedure befow).Thcsynnge file 00 to the botlle and has a scale be@nnma .sl 1 Ib, 
designed todebver Ihedaifymaintenancedosef0.05 rngllbpr0.l mg/kg). When usingthe syringe, fhedog’r weigh1 
should be rounded down Lothe nearest 1 pound increment. Replace and tighten cap atier use 

DogsoverlOpoqnds(4Skg) 
Shakewell before use lhen remove cap. Metacam’ Oral Suspension may be either mxed with Iwd or placed dire& 
inlo themouth. Particular tare should beg!venwilh regardtotheaccilraFyof dosing M&cam’ Oral Susoenrion can 
begrven usingIhemeasuringsyr~ngeprovrdedin (he pa$knge(see doslngprocedurebelarll.The syrmge Ris on tothe 
bollle and has a scalein poundsdesigned lodeliver Ihe daifymaintenaocedose(O.DS mg/lb or0.l mglkg) When 
using thesyringe. Ihe dog’swerghl should be rounded down 10 thenearest 1 pound incremenL AilernaBvely, Meta- 
cam’0ralSuspens1on can begwen using lhe dropper bottle: Lwodropslor each pound of bodyweighl for lhe0.5 
mg/mt concenlraticm (five dropstor each Idlogram ot bodyweigta). Replace and dghlen cap alter use. 

i!k 
‘,,‘, , 

Warnings: Not lor use in humans. Keep thu and atl medic@xn out of reach of children. Constilt a physician in cars 
olaccidental ingestionby humans. For orat useindogsonly. 
As with any NS4lD all dogs should undergo a thorough history and physical examination before Ihe ioit,ation of 
NMtD lherapy. Appropriate laboratory reshng to estabbsh hemalolog~cal and ser”m brochemical basebne data 1s 
recommended prior 1o and periodicalty during admimrlration. Owner should be advised Io observe fheir dog for signs 
of potential drug toxuityand be given a client inlonalion sheet about Metetam. 
Precautions:ThesafeuseofMetacam*Oral Suspension mdogsyounger than 6 months of age. dogs used far breed. 
mg, or in pregnant or tadating dogs has not been evalualed. Meloxicam 16 no! recommended ior use in dogs wflh 
bleeding dtrorden. as safety hss not been estabkshed in dq$s wilh these disorders. 
As a class, cycle-oxygen&e inhibitory NWDs may be arsoria@d withgastrointcsti~al, renal and hepark toxialy. Sen- 
sitivity todrug-assoC,ated adverseeven& vaiieswrlhiheindivldUalpatienl. Palents al arealest rrskfor lenalfo~~cffy 
are those that are dehydrated, on concomilant diuretic theiapy, or thosev& exirnng renal. cardiovascular. and/or 
hepaticdysfunoion.Conturren( administration ofpoleniiallynephrotoxic drugsshould be careluliyapproached. 
NSAlDs mayinhibl lhe prostaglandinr fhatmalntam normal homeostitfic funchon. Such anli-pmstaglandin effects 
may result in clinically s~grdficantdisease in paoents with underlying or pre-extslmg disease lhsl has noi been prevr- 
ously diagnosed. Since many NSAfDs possess Ihe porenti.stZo produce gastrointestinaturceralron. concomilxrf usecf 
Meiacam’ Oal Suspension with otheranti-rnflammaforydrugs,such as NSAiDs orcorlicorteroids,should beavoided 
or closeiymonibxed. Consider appropnatewashouf timeswhen s‘N,tching from cortrcosleroid use or from one NSAJD 
to anolherin dogsThe use of concomilanrlyprolein-bounddrugs with Metacam‘ Oral Suspensmn hes not been stud- 
ted in dogs. Commonly used protein-bound drugs include r&hac. anticom&ant end behavioral med~talians.lhe 
influence of concomitant drugs that may mhibil metabolsm 01 Metscam” Oral Suspension has no1 been evaluoled. 
Drug compalibdityshould be monitored in palienlf requiring adiuncnve therapy. 



WhatToTeiVAskYoorVeterfnarbn3etoreGMngMetacam 
Taiktoyourvelerinarian about: 
-The signs of OR you have observed (for example limping. stfffnw). 
*The hnporlance ofvpeight control and exertis@ in the management of OA. 
*What tests mfghr be done before Metecam is prescribed. 
* How oflen your dog may need to be examined byyourveterfnarian. 
*Therfsksand ben@fitsofusiogMetacam. 

Telf your veterinarfan if your dog has ever had the following medkal pmbiems: 
* Experienced side effects from Metacam or other NSAfDs, such as aspirin 
* Oigestive upset (vomittog and/or diarrhea) 
- Liver disease 
* Kidney disease 

Tell yourveterinarian aboul: 
-Anyother medical problems oraii@rgl@sthat yourdog hasnowor has had. 
*Ail medicines that you are gwingyourdogorpfan togiveyourdog, inchrdin~~hoseyou canget without a pm- 

script&m. 

Tell yourvelerinarfan if your dog is: 
* Pregnant nursing or if you plan lo breed your dog. 

WhatAmThePmriblaSideEffectsThatMayOecurlnMyDogDu~gngamTherapy? 

Me&cam. like other drugs, may cause some side effects. Serious but rare sideeffects have been reponed in 
dogs taking NWDs.  Serious side effects can occurwfth orwfthout wdming andin rare siioatfons result In 
death. 

The most common NSMD-related sfde eflects generaliyinvofve the stomach and liver or kfdney problems. Look 
for thefollowingside effects that can indicaieyourdog may be having a problem with Meiacamormay have 
another medical problem: 

-Decrease or increasein appetite 
* vomlttng 
*Change fn bowel movement (such as dwrhea, or black, tarry or bfoodystook) 
-Change in behavior (such as decreased or mrreased activity level, incoordination, sei.zur@ or aggression) 
*Y&wing of gums, skin, orwhites of the eyes (jaundice) 
*Change ln drinkfng habits <frequency, amount consumed) 
* Change In urfnatfon habits Ifrequency, color, or smell) 
-Change in skin (redness. scabs, or scratching) 

It is Importanl to stop therapy and contact yourveterfnarfan immediately if you think your dog has a medical 
problem or side effect from Metacam therapy. If you have additional questions about posslbie side effecls. laik 
toyourveterfnarfan. 

Can Metecam Be Given With OlherMedlefrm? 

Metecam should not be gfwn with other NWDs (for example, aspirin. carprofen, etodoiac, deracoxfb) or 
steroids fforexampk, cortiwre, prednfsone, dexemethasone, trfamcinoionet. 
Te~Qourveterfnadan about all medkines you haveglvenyourdogin thepast, and anymedlcfnes that you are 
plannfngtogfvewith Metacam.Thkshouidinctud@ othermedkines that you tan getwithouta prescrfption. 
Yourveterinarian maywant lo checkthat ail of your dop’s medicines can be given together. 

WhatCsnIDoInCaseMyDogEatsMom~ahan7h@PreKlibedAmouot? 

Contact yourvekrhrarian imm@diat@iyityourdogeets more than the prescribed amount of M&cam. 

WhatEisaShouldIKnDwAboutMetacsm? 

This sheet provides a summary of informalion about Metacorn. If you have any questfons orconcems about 
Metacam or osieoadhrftb paln, talk to yourvelerfnarfan. 

Aswlth all prescrtbed medicines, Mewam should on,nly be gfven to Ihe dog forwhich it was prescrlbed.It 
should be gfven toyourdogonkforthecondftion forwhich it was prescrfbed.lt is important to periodlcaify 
dixussyourdog’s msponsetaM@taczrm iaregutarchKicu~s.Yourveterlnarfanwill best determtneifyout dog 
k respondfngas expectedandifyourdogshould conifnuereceivlng Metacam. 

For technical auktance or to report suspected adverse reacifons. call I -BS6-METACAM (1-866-638-2226X 

Manufactured by: 
BwhdngerIngelheinVetmedlca, Inc. 
Stloseph, M O  64506 U.SA 

Distributed by: 
Merfal tfmiled 
Duluth, GA 30096-4640 USA. 

US Patenl6.184,220 

Metacam’k a registered trademarkof Boehringer Ingeiheim Velmedica GmbH. licensed to BoehdngerIngei- 
heim Vetmedica, Inc. 

601408L-000410 
Code601411.601421 
Revised lQ/2004 

AdverseReactions: Field safety was @valuated in 306 dogs. Based on the results 01 two studies, Gl abnormalities 
(vomiting. soft stools, diarrhea, and inappetance) were the mnst common adverse reacti~r assodeted with the 
admfnistralion of meloxicam.Thefoliowfna table ffstsadvene reactions and the numbers of does thatwoerienced 
them during the studies. Dogs may have e~periencedmore than one episode of the adverse r&on du&gthe rlqdy. 

Adverse Reactions Observed DuringTwo Field Studies 
Clmical Obserndon Meloxicam tn=157) Placebotn=149) 
Vomiting 40 23 
DiarmealSoft slooi 19 11 
Biwdyslool I 0 
lnappetancc 5 1 
Bleeding gums alter dental procedure I 0 
L@thargy/Swoii@n Carpus I 0 
L,inhn., n 

In foreign suspected adverse drug reactron MDR) reporting over a 9 year period, incidences of advenereactfons 
related tomeioxicam administration included: eul~imrnune hemofylic anemia (1 dog), thrombocytopenis (1 dog),. 
poiyarthrftis (1 dog). nursing puppy lethargy (1 dog), and pyoderma (1 dog). 
Post-Approval Experien~lhe following adverse reactions are based on voluntary past-approval reporting.Tbe cate- 
gories an listed in dweesing order of frequency by body system. 
Gostminlesti~f:vomiHn~ anorexia, diarrhea. melena,gastrointesrinal ulceration 
Urirmry: azotemia. devated creatinine, renal failure 
Neumlogfco~~BehoviorollSperiolSenre: lerhargy, depression 
Dwmolofogicoll lmmunologico~ prurftus 
In rare situations. death has been reported as an outcomeof the adverseevents lisled above. Renal faii&ehas been 
repelled as an outcome 01 repeated oral dosing of car. 
To report suspected adverse reactions, to obtain a Material Safety Data Sheet, or for technical assistance, 
call l -866METACAM (l-866-638-2226). 
Effectiveners:The effectiveness of meioxicam was demonsrrated in two bid studies involving a total of277 dogs 
representingvarious breeds, between six months and sf~teen years of age, all diagnosed knth osteoarthrilis. Both of 
the placebo-controlled. masked studier were conducted for 14 days. All dogs received 0.2 mglkg meloxicam on day 
1. All dogs were maintained on 0.1 mg/kg oral me)oxtam from days? through 14 of both studies. Parametenevalu- 
aled byveterinarians included lameness, weight-bearing, pain on palpation, and overall impmvement. Parameters 
assessed by ownersmcluded mobility, ability lo rise, Amping, and overal tmprovement. 
In the first field study (n=109), dogs showed clinical improvemenr with StatIstical significance after 16 days of 
meloxicam treatment for ail parameters. in rhe second field studyfn=48). dogs receivhg m&&am showed a clia- 
cat improvement after 14 daysofthempyfor ail parameter however, stattsHcal significancewas demonstrated only 
for theoverailinvestigatorwalualionon day7,and for the ownerevaluatfmn on dayl4. ’ 
Pahlabiiity: Metacam* Oral Suspension was accepred by 100% of the dogswhen veterinarians admlsistered the 
lnitfel doseinto themouth. Metacam’Oral Suspendonwas Kceptad by9O%of the dogs<l23/136)when 
administered by owners. Problems associated with adminislradonincluded refusal of food, r@sktxmc@ to swallowing 
and salivation. 

Safely 
Six Week St& 
In a six weektargeranimalsafetystudy, meloxicamwas administered orally at 1.3, and 5x lherecommmdeddose 
with no significant clmfcal adverse reachons. Animalsin ati dose groups (control. I, 3 and 5X the recommended 
dose) exhibited some gastroimestinat distress (diarrhea and vomiting). No treatment-related changes were observed 
in hematologicsi, blood chemistry, winalps, clotting time. or buccal mucosai bleeding timer. 

Necropsyrerults inrludedstomachmucosaipetechraein O R @  control dog, two dogs al the3Xandonedog at the5X 
dose. Other macroscopic change, included areas of rongestion or depressfon of the murosa of the jepmom or i leum 
in three dogs at the 1X doseandln two dogsat th@R dose,-Similar changes were aisoseen in twodogr in the 
conlrol gr~up.Therewere no macroscopic small intestinal iesfonr observed m  dogs receiving the 3X dose. Renal 
entargementwas reported during the necropsyof two dogs receiving lhe 3X dose and two receiving the 5X dose. 
Microscopic examination of the krdneys revealed mintmat degeneralion orshght necrosis at the hp of the papilla in 
three dogs al the 5X dose. Microscopic examination of the siomach showed inf lammatmy mucosai lelions, epithelral 
regenerative hyperplasia or atrophy. and submucosal gland inflammation in rw dogs at the recommended dose, 
three dogsat the 3X andfourdogsal the5X dose.Smallmtatinal mic~oscopicchangerinciudedmin~mai focal 
mucosai erosm aflecting thevilti, and were sometimes associated wilh mucoral congeslion.Theselesions were 
observed in theileum of onecontrol dogandin thejejunumofonedogat the recommended doseand twodogs at 
the 5X dose. 
&x&Q&&& 
In a six month target animal safely study. mel~dcam war administered orally at 1.3, and 5X the recommended dose 
withno significant cfiofcai adverse reactions. All animals in all dose groupstcontrok, t. 3. and 5X the recommended 
dose) exhibited some gastmfmeslfnai distress (diarrhea and vomitingLTreatm@n! related changes seen in hematol- 
ogy and chemistryincluded decreased red Mood ceii coonlsln seven of 24 dogs (four 3X and IhreeM dogs), 
decreased hema~ocrit inl8of24dogs ~hdudingthreeconlfot dogs). doserelated neulrophi$ainonelX, tw3X 
and three?& dogs, evidence of regenerative anemia in hvo 3X and one 5X dog. Also noted wereincreased BUN in two 
5X dogs and decreased albumin In one SX dog. 
Endoscopic changer consisted of reddeningoithe gastric mw~sal surfacecovering lessthan 25% of the surface 
arer7hlrwasseenln threedogsat the recommended dos@,thre@dogsat the 3Xdoseandtvm dogs at the 5X dose. 
Two contml dogs exhibited reddenbg in confunction with ulceration ofthemucosa covering less than 25% of the 
suriace area. 
Gross gastrointestinal necropsy results observed included mtd discoloralion of the slomach or doodenum in one dog 
at the3X and in onedogatthe SXdose. Multifozai pinpoint’red fociwereobserved in thegaStriclundicmucorain 
one dog a, the recommended dose. and in one dog at the 5X dose. 
No macmscopic or microscopic renal changer were observed in any dogs receiving meloxicam in this six monrh 
study. 
Mirroscopicgastrointestinal l indingrwere hmtted to one dog at the recommended dose, and two dogs at the 3X 
dose Mild inflammatory mucosal iniiitrate was observed in the duoderwm of one dog at the recommended dose. 
Mild cOng@ztion of the fundic mucose and miid myosftis of the outer mural murcubture of the stomachwere 
observed in two dogs receiving lhe3X dose. 
H O W  suppiied: 
hItwarn* Oral Suspension 0.5 mglml- 15 and 30 ml dropper bottles with mearuung syringe 
Storage: Store at controlled room temperature 59-86’F D5~3O”C) 
Manufactured by: 
Boehringer lngelherm Vetmedfca, Inc. 
St. loseph, M O  64506 USA 
Dktrfbured by: 
Medal Umited 
Dubah. GA 3W9&464OU.SA 
US Palent 6,t 84.220 
Metacam’is a registered nademark of Boehrfngerlngelheim Velmedica GmbH. licensed ro Boehringer lngeiheim 
“&nedica IIK 
6014011-000410 
Code601411.601421 
Rewed IO/2004 
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Keep out of reach 
nsert for complete 

in Vetmadica, Inc. 

control of pain and irtftammarion mated vvith 
osteoarthritis in dogs. 
Dosage and Administraikx Refer tea the package insert for 
complete Dosage and Adminfstration information. 

0.5 n-&r& Oral Suspension Store at controtled room tknperature, 5946°F (1%30’~~. 
: Federal law restricts Lot tqo: 

Code 601411 

P1685be ET 7/19/04 255 PM 
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Metaca.m@ 
(meloxicam) i 
0.5 mg/mL Oral Suspension i 
Caution: Federal law restricts this drug i 
to use by or on the order of a licensed i 
veterinarian. i 
Non-steroidal anti-inflammatory drug for ; 
oral use in dogs only 
Net Contents: 15 mL 
NADA 141-213, Approved by FDA 
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i 0.5 mg/mL Oral Suspension 
i Caution: Federal law restrkts this drug 
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to use by or on the order of a licensed 
veterinarian. 
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Non-steroidal anti-inflammatory drug for 
oral use in dogs only 
Net Contents: 15 mL 
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lktacam Oral Suspension, 0.5 mgfmL 
! meloxicam) 

or Use in Dogs 
QUANTITY LOT NO. EXP. DATE 

--- 

ITEM NUMBER 

601411000 

Store at controlled room temperature, 59-86°F (1530°C). 

Boehringer lngeiheim Vetmedica, Inc. 
St. Joseph, MO 64506 USA 

601404C-00-0211 



Non-steroidal anti-inflammatory drug for oral use indog 
only 
Warnings: Not for use in humans. Keep out of reach of 
children. Refer to the package insert for completewarnings 
and precautions. 
US Patent 6184,220 

Manufactured by: 
BoehringerlngelheimVetmedica,Inc. 
St. Joseph, MO 64506 U.S.A 
Distributed by: 
Merfal Limited 
Duluth. GA 30096-4640 U.S.A. 

* Metacam” 
Lmeloxicam) 
0.5 mg/mL Oral Suspension 
Caution: Federal law restricts 
this drug to use-by or on 
the order of a licensed 
veterinarian. 

‘-.” Net Contents: 30 mL 

lndicatfons: Metacam” Oral Suspension is indicated for 
the control of pain andinflammation associated with 
osteoarthritis in dogs. 

Dosageand Administration: Refer to the package insert for 
complete Dosage and Administration information. 

Store at controlled room temperature,59-86°F(15-30”C). 

TakeTime @  Observe Label Directions 
Lot ND: Exp. Date 

601405L-00-0407 
Code 601421 

P1684be ET 7/16/04 353 PM 
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Indications: Me&am’ Oral Suspension 
is indicated for the control of pain and 
Inflammation associated with 
osteoarthritis In dogs. 

Dosage and Administratiom Metawm’ 
Oral Suspension should be 
administered InltIaliyat 0.09 @lb 
IO.2 ma&I bpdy wtght wily on ti i%st 
day of tfeatment For all treatrnantsafter 
day 1, Metawm* Oral Suspension 
should be admintstered once dally at 
a dosage of 0.04S mg/lb (0.1 mgikg). 

Refer to the package insert for complete 
dosage and adrnlnlstration information. 

Store at tontrolled room temperature, 
59-86’F~15-304cL 

Warnings: Not for use In humans. Keep 
this and all medications out of reach of 
children. Consult a physician in Ease of 
accidental ingestton by humans. For oral 
useindogsonly.AstithanyNSAIDall 
dogs should undergo a thorough history 
and physical examination before the 
initiation of NSAID therapy. Appropriate 
laboratory tasting toestab&h 
hematologiwl and serum biochemiwl 
baseline data is recommended priorto 
and periodiwllydunng administration. 
For technical assistance orto report 
suspected adverse reactions. call 
I-866-MEfACAM (l-866-638-2226). 
USPatent6,184,220 
Metawm’is a registered trademark of 
&Khringer IngelheimVetmediw GmbH, 
licensed to Boehringer 
Ingelheim Vetmedica, Inc. 
Manufactured by: 
Boehringerlngelheim 
Vetmediw, Inc 
St. Joseph, MO64506 U.S.A. 
Ristrlbuted bs 
Medal Limited 
Duluth, GA 30096~4640 U.S.& 
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Metacam” ’ Metacam” 
tmeloxicam) (mebxkam) 

0.5 mg/mL Oral Suspensian 
Caut4om federal law restricts this drug 
to use by or on the order of a llcensed 
veterfnarlen. 
Non-steroidal a&Inflammatory drug for 
twalusclhdogsonly 
Net Contents: 30 mL 
NADA 141-213, Approved by FDA 

6.5 mg/mL Orad Suspensbn i 
Cat&km 6derel law rest&s tMs drug 
to use by or on tha order of a Ilcensed 
veterkrsrian. 
Nowsteroldd anti-inflammatory drug for 

i 
osel use In dogs cm&y i 

.; Net Contents: 30 ml. i 
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code601621 i 
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Client Information Sheet 
For 

hnetacam* (meioxkani$~~&,@gdmF;Gkal Suspension 
Non-steroidal anti-inflammatory drug for oia! use in dogs on@ 

This summary conlains lmportanl Information about Melacam. You should read tbis inlormation before you 
slart giving your dog M&scam and revkwtt each time the prescription is refitied.Thfs sheet is provfded only as 
a summaryanddoesnot takethe plac@ofinstrucHonsfromyoorveterina~an.Taiktoyourvetednadan if you 
do not understand any of this informatlon or If you want to know more about Metacam. 

what Is Metacaml 

Metacam is a prescriptJon non-stemldal anti-inflammatory drug (NSAID) thal Is used to contmi pafn and 
infiammation fsoreness) due to osleaarthrftls tndogs. Osteoarthritis fOAl is a painful condition caused by 
“wearand lear”of cartflag@ and other parts of the joints that mayresultin thefoliowfng changesorsignsln 
your dog: Lfmptng or lameness, decreased activity or exercise treiuctance to sland, climb slalrs, jump or run, 
ordifficultyin performing these actfvlties) stiffness or decreased movement of joints. Metacam’fs given to dogs 
bymouth.Donotoseincat+ , 

WhatKindOfResultsCanlExpectWhenMyDoglsOnM@tacamForOA? 

While Metacam is not a core forosteoarthrttis, I can control the pain and lnflammatton of OA and Improve 
your dog’s mobility. 
* Response varies from dog to dog but can be quite dramatir 
aIn most dogs, improvement can be seen in a matter of days. 
*If Me&am is discontinued or not gtven as directed, your dog’s pain and inftammatlon may come back 

What Dogs Should NotTake Metacam? 

Your dog should not be gfven Metacam If he/she: 
* Has had an atlergtc reaction to meioxicam, the active ingredient of Metacam. 
. Has had an allergic reaction (such as hives, facial swelling, or red or itchy skin) to aspirin or other NSAtDs. 
-Is presently taking aspirin, other NSAlDs, or corticosieroids (unless dtrecled by your vetertnarfanJ. 

Metacam Should Only Be GivenTo Dogs 

People should not take Metacam. Keep Metacam and all medication oul of reach ofchildren Call your physi- 
cian immediateiyffyou accidentally take Metacam. 

HowToGiveMetacamToYour Dog. 

The actual daseto be given should be prescribed bytheveterinartan. 

Directions for Adminfstratlon: 

Dogs under 10 pounds&.5 kg) 

Shakewell before use, then removecap.Particularcareshouid begivenwtlh regardto!haaccuracyof dosing. 

TopreventaKMenlaloverdodngdsmaNdogt,admfnlsterdmplm,foodon~,onererdlrectfyin~the~~l~th. 
Carefuliym@asoresusp@~on ontofood toanuretha~thecorrect dosetsgfven beforepresentatlon of tbefood to 
thedog.Th@syrinpprovfd@dwiti themet~kammncentcationof 1.5 mg/mlcannot bewdtom@asor@dos@s 
for dogs wefghtnglea than 5 Ibs (2.3 kg). 

For dogs fessthan 5 16s (2.3 i&&&awn* Od Susptnstoe can be gtven using the dropper boltfe~ one drop for 
each pound of bodywetghtforthe 1.5 mglmLconcenttationOwodmpsforeach~ogram of bodyweight), 
dropped directly onto the fo&. 

Fordogs between 5- lOpound~Metacam~OralSosperuiw,can begfven by drops orbqudngthe measuring 
syrfnge provided in the package (see dosing procedure beiow~.The syringe fits on to the bottle and has a scale 
begfnnlngat Sibs, de&ted todeitv@rthedatfymaintmanc@dos@(0.55 mgIlborO.1 mg!,kg). Wheo uslnglhe 
syringe, the dog’s wetght should be rounded down lo thenearest 5 pound tncremed Replace andtfghteo cap 
after use. 

Shakewell before uselhen remov@cap.M@lacam4 OralSuspension may be elthermfxedtith fwdorpiaced 
directlyinto themouth. PartIcularcare shoutdbegfvenwfthregard to theaccuracyof dosing. Metacam’Orat 
Suspension can be gfven using the measting syringe pmvided in the package (see dosing procedure belowJ.The 
syrfnge ftts on to the bottle and has a scale In pounds desIgned to deliver the daiJy maintenance dose(O.05 
mgitborO.1 mglkg).When uslngthesyrfnge, thedog’$w@$htshould bemundeddown tothen@arestSpound 
increment. Alternalfvely, Metacam*Oral Suspenston can begiven using the dropper botlle: onedropfor each 
poundof bodyweighlfor the 1.5 mg/mLconcentraHor?fhvadropsforeach kflogram of bodywetght). Replace 
and tightencap after use. 

60151611-Ol-OhlO 
Client Information Sheet t 
(Tear at perforation) 

ProfessionalInsert) 
NADA 141-213, Approved by FDA 

Metacam* 
(meloxfcam) 1.5 mg/mL Oral Suspension 
(equivalent to 0.05 mg per drop) 
Non-steroidal anti-inflammatory drug for oral use in dogs only 
Caution: Federal law restricts this drug to use byoron theorderof a licensed veterinarian. 
Description: Meiaxicam is a Non-Steroidat Anti-lnnammatory(NSAD) drug of the oxicam class. Each miilittter 
of M@tacam*Oral Suspension contains meloxicam equivalent to 1.5 milligrams and sodium benzoate (1.5 mfi- 
lig.rams)as a pres@rvative.Th@chemkalname for Meloxicam is 4-Hydroxy-2-methyl-N-(5-methyt-2-lhiazolyl~- 
ZH-l,t-benrothiarine3-carboxamidel, I-diouide.Theformutation isa yeliowirhviscoussurpensionwith the 
odor of honey. 

\ 
P /.CH ‘a ’ mekxicam 

Clinical Pharmacologyz Meloxicam has nearly 100% bioavailabilitywhen admlnfstgred orally with tood.The 
terminal elimination half life after a single dose is @somated to be approximately 24 hrr (U-30%) rqardlesr of 
route of administration.There is no evidence of statistically signfffcant gender difierences in drug pharmacoki- 
netics. Drug bfoavailabdity, volume ofdistribullon, and total systemic clearance remain constant up to 5 times 
the recommended dose for Use in dogs. However, there is some evidence of enhanced drug accumulation and 
terminal eliiinadon half-life pmlongationwhen dogs are dosed for 45 days or longer. 
Peak drug concentrations can be expected to occur within about 1.5 hrs after oral administratfon. Correspond- 
ing peak concentration Is approxlmatety 0.464 mcglml following a 0.2 mglkg oral dose. Jhe drug is 979. 
bound to canine plasma proteins. 
Indications: Metacam’ Oral Suspension tsindfcated for theconlrot of pain and Inflammation associated wth 
osteoarthritis In dogs. 
Dosage and Administration: Always provide client information sheet with prescrfptfon. M&cam* Oral Sos- 
penstor! should be administered lntlially at0.W mgllb (02 mg/ke) bodyweight onlyon the first day of treat- 
ment. For atl treatments afler day 1, Metacam Oral Suspension should be admlnislered once daily at a dose 01 
0.045 mg/lb CO.1 mg/k&.The syringe Is cahbrated to deliver the dally maintenance dose I” pounds. 
Directions for Admfnistration: 

Dogs under 10 pounds f4.5kgJ 
Shakewell before us@,thenr@mov@cep. Partuuiarcareshould begwenvdtb regard totheaccuracyofdosing.To 
prevent accidental overdosing ofsmall dogs, adminkter drops on food only, neverdfrecttyinto the mouth. 
Carefutty mearuresuspenstao onto food to assure that Ihe wrect doseisgiven beforepresenlatfon of the fwd to 
the dog.The syringe provided with the meloxicam concentration of 1.5 mglmL cannot be used to measure doses 
for dogs weighing lessthan 5 Ibs (2.3 kg). 
For do& &than 5 Ibs (2.3 kgl. Met&m* Oral Suspension can be gwen using the dropper bottle: one drop for 
each poundof bodyweight forthe ISmgJmL concentrationfwodropsforeach kilogramof bodyweight), 
dropped directlyonto the food. 

For dogs between 5 - 10 pounds, Metacam* Oral Suspension can be given Lydmps or by using the measwfng 
synngeprotidedin the package (seedoringpmcedure befo&.Ttwynngefihon to the botlkand hasa scalebegin- 
nngat 5 Ibs,dwgnedto deliverlheda~ymaintenanco dose to.05 mgilbor0.1 m/ 

Y dog’s weight should be rounded down totke nearest 5 pound lpcrement. Replace an 
Whenustngthe syringe, the 

trghten capafterosc. 
Dogs over10 

Shake well before use then remove cap. Metacam= Ora F ounds (4.5 kgI 
Susjxnsion may be &her mixed with food or placed 

directly inlo the mouth. Partrcularcareshould begivenwith regard to theaccwacyof dosing. M&cam* Oral 
Suspension can be given using the measurt syringe grovtded in the package (see dosing procedure below). 
The syringe fits on to the bottle and has a sea em pounds designed to delver the dally maintenance dose CO.05 ;g. 
mgIlb or 0.1 mg/kg) When usingthe syringe. the dog’sweight should be rounded down to the nearest 5 pound 
incremenl. Alternatively, M&cam- Oral Suspenston can begiven using the dropper bottle: one drop for each 
pound of body werght for the 1.5 mglmLconcentration (two drops for each kdogram al body weight). Replace 
and lightencap after use. 

Cootrafndiiattons: Dogsvnth known hypersensittvitytomeloxicam shouldnot receive M@tacammOralSuspension. 
Donot use in cats. 
Warnings: Not for usein humans. Keep this and all medications out of reach oi children. Consult a physician 
in case of accident al ingestion by humans. For oral use fn dogs only. 
As with any NSAID ail dogsshouldundergo a thorough hlrtory and physrcalexaminatfon before theinftfatfon 
of NSAtD therapy. Appropriate laboratory test&g to establish hematdo ‘cat and serum biochemical baseline 
data is recommended prior to and pertodtcaltydortng adminfstration. 8 vmer should be advfsed to observe 
their dog for signs 01 potential drug toxtcity and be give@ a ctjent lnformatton sheet about Metacam. 
Precautfonr:Thesaie use01 Metacam*Orat Suspension in dogsyounger than 6 months of age. dogs used for 
breedin& or In pregnant orlactattngdogs hasnot been’@vat~aledMeioxicam is not recommended forusein 
dogs wrlh bleeding disorders, assafetyhar not been eslahlished In dogs vdth these dtsorders. 
As a class, cycle-oxygenase inhibttor 
toxicity. Senrhfvityto drug-associate d 

NSAIDs may be assodated wth gastrointestinal. renal and hepatk 
adverse events varfer~ith the indwidual patient. Patients at greatest risk 

lor renattoxtcity are those thataredehydrated, on concomitant diuretic therapy, wthosewtthexistingrenat, 
cardiovascular, and/or hepalic dysfunclion.Concurr@ntadmtnfstratton of fmtentialiynephmtoxic drugs should 
becarefulty approached. NShtDs may inhibit the prostaglandtnslhat maioram normal homeostatic function. 
Soch anti-prortagfandin effects may resutttn clinicallysigntllcant disease in patientswith undertytng or pre- 
existing disease that has not been previously diagnosed. Since many NSiUDs possess the potential to produce 
gastroinlestinal ulceration,concomitant use ofMetaca!i?‘O~iSusp@ns~on wth otheranti-inflammatory 
drugs, such as NSAlDs or corlkosteroids, should be avoidedor cfosety monitored. Consider appropriate 
washout times when rwrtching from cortrcosterold use or from one NSAJD to another In do&The use of con- 
comilanlly pmletn-bound dru swtth 
used protem-bound drugs tnc B 

Metacam’ Oral Suspension has not been stodtedln dogs. Commonly 
ude cardiac, anticonvulsant and behavioral medications.Theinfluence of 
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WhatToTelllAskYootV~ctertmrfan BefoteGlvlngMetacam 

Talk to your vefetl”atia” about: 
-The sians of OAvou have observed (for examoie iimoine. StiffnessJ. 
-The i~pcttancebf weight conttol and exer&e In th; m~agament of DA 
*What tests mighl be done before k&cam is prescribed. 
*How often your dog may need to beexamined by yourveterinarian. 
*The Iks and benefits of usfng h4etacam. 

Tell your veterinarian if your dog has ever had the following medical problems: 
* Experienced side effects from Metacam ot other NSAJDs. stmh as aspirfn 
* Dfgestive upset tvomltlng and/or diarrhea) 
+ llvet dlseare 
* K~dneydfsease 

Tell youtvetethmtia” about: 
-Any other medical problems otailetgfes thatyoutdog has nowot has had. 
*All medicinesihalyou ate givi”gyoutdogotplan to giveyoutdog, including those you can get without a pte- 

SCtlPiiO”. 

Teil your veteti”atia” if youtdogis: 
*Pregnant, nutslngotifyou plan to bteedyoutdog. 

WhatA~ThePossibleSMaEf~ctsThatMayOnutInMyDogDutlngMetacamTheapy7 

Melacam. like otherdrugs, maycausesome sideeflects. Serious but tataside effects have been reportedIn 
dogstaking NSAlDs. Setfous sideelfecls can occurwith orwithout watningandfn ratesltuations result in 
dealh. 

The mosl common NSAJD-related sideeffens generally involve the stomach and liver ot kidney problems. Look 
for the foliowfng side effects that can indicate your dog may be having a problem with Melacam or may have 
another medical probiem: 

-Decrease or Increase in appetite 
- Vomillng 
- Change in bowel movement (such as diarrhea, ot black. tatty or bloody stoolsJ 
-Change in behavior (such as decreased orlncteased activity level, incoordination, seizure ot aggtessionf 
*Yellowing of goms,ski”, orwhites ofrheeyes &aundiceJ 
*Change in dtfnklng habits (frequency, amount consumed) 
. Change in urination habits Utequency. color, otsmeiD 
-Change lnskin (tedness,scab$, orsctalchi”gJ 

It is tmpottanl to stop therapy and contact youtvetetinatia” immediately if you think your dog has a medical 
ptobiem or side eflect from Melacam thetapy.Jf you have additional queslions about possrble side effects, talk 
toyourvetennatian. 

._ 

concomitant drugs that mayinhibit metabobsm of Metacam’ Otal Suspension has not been evaluated. Drug 
compaiibilityshould be monitored in patients requiting adjunttivethetapy. 
Adverse Reactions: Field safety was evaluated in 306 dogs. Based on the results of two sludres. GI abnotmali- 
ties (vomiti”& sofl stools. diarrhea, and inappetanceJ were the most common adverse teacrbns associated 
wllh the admmistta6on of meioxkam.Thefoilovii”g lable listsadverse reactions and the numbers of dogs 
that exoetienced lhem dutine the studies. Does mav have exoerrenced more (ha” one corrode of the advene 
teacriok dunngihe$k!dy. - 

I .  

Adverse ReactionsObserved DutfngTwoField Stud&$ 
Cbnml Obsetvalion Meloxlcam in-1 57) Placebo (n=149J 
,O!%ti~L- Ltr 92 .” ..I... o  

DmrrhealSoft Stool ;; ii 
Eloodystool 1 0 

i”appela”Ce 5 BieetJinggumsatter dental procedure 1 :, 
Lelhatgy&tolie” Catpus 1 0 -_ _._ n cptprmra 1 ” 

in foreign suspected adverse drug teacllon (SADRJ repotting over a 9 year period, incidences of adverse teae 
lionsteiated to meloxicam admi”irltationmcluded: autoimmune hemolyticanemia (1 d 
lopeniafl dogJ,polyarthrilis (1 dog), nutsing puppylethatgy(1 dog), and pyodetma (1 do ?I 

lhtombocy- 
_ 

Post-Apptoval ExpetienoxThe following adverse teacli~nsate based on voluntary poaapptoval reporting. The 
categories ate listed in decreasing order of frequency by body system. 
Gasttointe$ti~o~:vomning. anorexia. diarrhea. melena, gaslrointeslmal uicetabon 
utino :arotemia, elevated cteatirline, rend faihlte 
Neuto ogrcofl8ehovfotol/S9ea~l Sense: lethargy, depression 7. 
Detmotologicolllmmonologico~9tutitus 
In tare situations, death has been repotted as an outcome of the advene even& listed above. Renal failure has 
been repotted as an outcome of repealed oral dosing of cats. 
To report suspected advene teactfons. lo obtain a Material Safety Data Sheet, or for lechnical assislance, call 
I-866-METACAM (1.86-6~638-2226). 
Effectiveness:The effectiveness of melodcatn war demonrltaledin two field studiesinvoivin a total of 277 
dogs tepte$enting various breeds. between six months and sixteen yean oi age, ail dmgnone f. wrlh 
osleoarihtins. Both of Ihe placebo-controlled, masked studies were conducled for 14 days. All dogs received 
0.2 mg/kg on day I. All dogs were maintained on 0.1 mglkg oral meioxicam horn days 2 through 14 of bath 
sludies. Parameters evaluated by veretmanan$ included lameness, weight-beating, pain on palpalfo”, and 
ovetaJ~improveme”t Parameters assessed byownetsincluded mobility, at&y to rise, limping, anQovetali 
imptovemenl. 
in lhefltst field study fn=109J. dogs showed clinical lmptovemenl with slatisticai sigmflcance alter 14 days of 
m&&am lteatmenl for all patamelets. In the second field stud fn=48J. dogs receiving meloxrcam showed a 
clinlcal imptovemenl alter 14 days of therapy for all patametets; R owevet, statistical significancewas demon- 
sttated onlv fottheovetall investf8alotevaluatio” on day7,a”d for the owner evaluation on day 14. 
Paiatabfllty: Mefacam* Oral Susf&rsion was accepted by lOO%of the dogs when veletinatians adminlsteted 
the inibal dose info the moulh. Me&am’ Oral Suspensron was accepted b 
administered by owners. Problems associated with adminisltation tnciude dy 

90% of the dogs (123/136J when 
refusal al food, te~i~ta~~e 10 swai- 

lowing and salivation. 
safety: 
SrxWeekStudu 
I” a srx week ratget animal safely SIudy, meloxicam was administered orally at 1.3, and 5Xthe recommended 
dose vnth no signiiicanl clinical adverse teactlons.Animals in all dose gtotips (control, 1,3 and 5X the tecom- 
mended dose) exhibiled some gasttomlestlnal distress (diarrhea and vomiii J. 

7 were observed in hematological, blood chemistry, utfnalysk, dolling time, or 
No ttealment-related changes 

uccal mucosai bleeding limes. 

Can Metacam BeGiven With Other Medicines? 

M&cam should not begfven with other NSAIDs (for example, as9bin. carpmien. etodola~ detatoxib) or 
stetolds (for example, cot&one, ptadnisone, dexamettmsoim, biamcinoio”eJ. 
Tell yoitrvetetinarlan abwtaii medicines you havegiven ymrrdoginlhe past, and any medichrasthatyou ate 
plant&g to give wlut Me~cam.Thkshouldincludeothetmedfdnesthalyou cangetwithoula ptewttptiort. 
Youtvelerinatian maywantto checkthat allofyout dog’s m&tines can begfven rogelhec 

WhatCanIDoInCaseMyDogEalsMomTha”~~ribedAmount? 

Contad yo”tveterimrlanimmedlate~~fyoutdog eats mote lha” the prasctibed amount of M&cam. 

WhatElseShouldIffiowAboutMelacanr? 

This sheet provtdes a summary of infotmtiwr about Metacam. If you have any queslfons or concerns about 
Melacam or Qstaoafihtitls pain, talk to your veterinarian. 

As with all presctibed medfcinet Metacam should 04 begiven to La dogbtwhichflwasptesctibed.11 
should be give” to your do8 pnlyfot the con&ion for shfch It was prescribed. It is fmpotlant to petiodfcalfy 
discussyoutdog’stesponseto Me&cam at tegulatcheck qp+Youtve~eednatian will best detetineifyoutdog 
is responding as expected and if your dog should cortlinue teceivlng Melacam. 

Fottechnfcai assistance or to teporl suspected advetse reactions, call l-866.MEfACAM (l-S&638-2226). 

Manufacbtted by: 
Boehnn8et Ingeiheim Vermedica, Inc 
St. @e9h, MO 64506 USA. 

Distributed by: 
Metial Limked 
Duluth, GA 30096-4640 U SA. 

US Patent 6,184,220 

Melacam*is a tegisletad trademark of Boehtfngetingelheim Velmedlca GmbH, licensed lo Boehtingettngel- 
heim Vetmedica, Inc. 
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Nectopsy results hxluded stomach mucosaf petechiae I” one control dog, two dogs at the 3X and onedog at 
Ihe 5X dose. Other mactoscoptc changes included atear 01 congerlfon or depression of Ihe muco$a of lhe 
iejunumotileum inthreedogsal thelxdoseandin lwodogsarthe5X dose.Simllatchangeswereal$oseen 
in Iwo dogsfn the conlrol group.Therewete “o mactcacopic small mlastinal lesions observedin dogs teceiv- 
iog the 3Xdose, Renal enlargement was repotted during Ihe nectopsy ofiwo dogs receiving the 3X and two 
receivine Ihe Mdore. 
Microscopic examinanonof the kidneys revealed minimal degenetalio” or slight necrosis al the tip of the 
9aPilla in ihtee doas at the 5X dose. M~C~O$COD~C examination of the stomach showed tnflammatotv mucosal 
lesions, epithelfai iegenetadve hyperplasia ot iltophy, and sobmucosai giand mflammafiw, m two dogs at 
the recommended dose, three dogs at lhe 3X and four dogs at the 5X dose. Small lntestlnai mictoscoptc 
changes included minimal focafmucosal erosion affectingfhevilli, and were sometimes associated with 
mucosal congeslion.There leriooswere observed I” lheileum 01 o”e conltoi dog and in Ihe jefunum of one 
dog at rhe recommended dose and two dogs af the 5X dose. 
Six-M?nthSt;dy 
1” a 5)): monl large1 ammalsafety study, meloxicam was adminislered orally at 1,3. and 5XjXthe recom- 
mended dose wilh no rtg”iNcant ciinicaf adverse teacli0ns. Ail animals in ail dose groups (con~ols, 1.3, and 
5X the recommended dose) exhibited some gasrrointeslbml distress (diarrhea and vomRi”gJ.Ttealme”t 
teialedchanges seeni” hemalologya”dchemi$tryi”~“ded decreased ted blood cellcounlsin seven of 24 
dogs (four 3X and lhtea 5X dogs). decreased hematoctfl in IS of 24 dogs (including three conltoi dogs). dose- 
related neutrophilia in one 1X two 3X andthtee 5X do@ evjdence oftegenemlive anemia in Iwo 3X and one 
5X dog. Also noled were increased BUN I” two 5X dogs and dectea$ed albumin In one SX dog. 
Endoscopic changesconsisted of teddeoingof the gas& mucosai surface coverlng less lhan 25% ol the SUP 
face atea.l’hlr war seen in three dogs at the recommended dose, three dogs et Ihe 3X dose and Wo dogs at 
the 5X dose.Twocomtoldogsexhibited tedde”ingi”conjunctionwiihulcetalion olthemucosacoveri”gles$ 
than 25% of the surface area 
Gross gasttolntestinai necrops results observed includ%d mfld discolotallan of the stomach ot duodenum in 
one dog at the 3X and in one I og at the 5X dose. Multifocal pinpoint ted fad were observed in the gastric 
fundic mucosa in one dog a[ the recommended dose, ahd in one dog al the 5X dose. 
No mactoscoprc ot microscopic renal changeswere observed in any dogs receiving meloxfcam in this six 
monthstudy. 
Mictosco 
3X dose. R 

fc ga$tmfnteslinal findings were lfmiled to one dog at the recommended dose, and two dogs al the 
Ild inflammatory mucosal infilltate ~a$ observedin the duodenum of one dog af lhe tecom- 

mended dose. Mild congeslion of the fundicmucosa atid mild myosifls of the outet mural muscufarute of the 
s1omach wete observed in two dogs receiving the 3X dose. 
HowSu9pifed: 
Melacan? Oral Suspenslo” 1.5 mg/mL: 10.32 and 100 ml dropper bottles with measuring syringe 
Storage: Store at controlled room lempetatute 39.66°F (15 - 30°C). 
Manufactured by 
BoehrfngetIn 
Y.Joseph. M 64506 U.S.A % 

elheim Velmedica,inc. 

Disttiiuted by 
Medal Lim,ted 
Dululh, GA30096-4640U.SA. 
USParent 6,184,220 
Metacam’is a registered ltademark of Boehringetlngelherm Vefmedica CmbH, licensed to Boehtingerlngei- 
heimVetmedica.lnc. 
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Non-steroidal anti-inflammatory drrrgfor oral use in dogs 
only 
Warnings: Not for use in humans. Keep out of reach of, 
children. Refer to the package insert for complete 
warnings and precautions. 

control of pain and infk3mmatEon associated with 

etacam”” ’ 
osteoarthritis h-t dons. 
Dosage and Administration: Refer to the package insert for 

(meloxicam) complete Dosage and Administration information. 
1.5 mg/mL&al Suspension Store at controlled room temperature. 59-86’Ff15-30°C). 
CaatioxFederal law restricts Lot NO:  Exp. Date: 
this drug to use by or on 

45 

the order of a licensed 
veterinarian. 

Net Contents: 10 mt 

US Patent 6J84.220 
Manufactured by: 
Boehringer lngelheim Vetmedica. Inc. 
St. Joseph, MO 64506 USA 
Distributed by 
M&al Limited 
Duluth. GA 300964640 U.SA. 
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i (rnetoxicam) 
i 

m i 
15 mghrti Oral Suspension 
C&don: Federal law restricts this drug 

; i to use by or on the order of a licensed 
m i veterinarian. 

i Non-steroidal anti-inflammatory drug for 
i orak use in dogs only 
. 

LB 
Net Contents: 10 mL 
NADA 141-213,Approved by FDA 
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Boehringer 
Printed Side 

#L092697CA 

[( 2947 
.-.-.-.-.-.-.-.-.-.- 
Warnings: Not for use in humans. 
Keepthisandailmedicaionsout 
of reach d children. Consult a 
physician in case of accidental 
ingestion by humans. Foroml use 
indogsonty.AswithanyNWD 
all dogs shoukl unde@oa 
thixoughbistoryand physical 
examination before the initiation 
of NW0the.m~. AQpropriate 
bbcmtory testing to establish 
hematological and serum 
biochemical basetine data is 
recommended prior to and 
psriwlicailyduringadmjninration. 
foftechnical asdstanceorto 
report suspected adverse 
reactions, call I -866~METACAM 
(I-866-638-2226). 
US Patent 6J84.220 
Metacam’ is a regxstered 
trademar% of ikehringer 
lngelheimVetmedica GmbH, 
licensed to Boehringer 
lngelhelm Vetmedka. inc. 
Manufactured by: 
BoehrlngerIngelheim 
vetmedlw,1nc. 
St. Joseph, MO 64506 USA 
Distributed by: 
Merial Limited 
Duluth. GA 30096-4640 USA 

‘Metacam” 
(meloxicam) 
1.5mglml. Oral Suspension 
Caution: Federal law restricts this drug 
to use by or on the order of a licertsed 
veterinarian. 
Non-steroidal anti-inf$mmatotydrugfor 
oral use in dogs only 
Net Contents: 10 mL 
NADA 141-213, Approved by FDA , 

-.-.-.-.-.-.-.-.-.-.-.-.-.. 

Lot No.: Ekp. Date: 

Indiwt&ns: Metaca~ Oral 
Swpensibn is indicated for the 
control of pain and lnflamma 
tion associatedwith osteoar- 
thritis in dogs. 
Dosage and Administratiom 
Akaw o&de client informatio 
shetiwkh prescription. 
M&mm* Oral Suspensim 
should be administered initialiy 
at 0.09 mg/lb fO.2 mg/kg) body 
welgbton~onthefirstdayof 
treatment. For all treatment5 aftc 
day 1, MeWam* Oral Suspensio 
should be administered once 
daily at a dosage ofO.045 mg/lb 
(0.1 mg/k@. The syringe is 
calibrated todeiiverthe daily 
maintenance dose in pounds. 
Refer to the package insert 
for complete dosage and 
administration information. 
Store at controlled mom 
temperature, 59-86”F(15-3OT~. 
6015163D-016410 
Ccde601511 
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Metacam Oral Suspension, I .5 mglmL 
! nieloxicam) 

or Use in Dogs ----- 
QUANTITY LOT NO. EXP. DATE 

ITEM NUMBER 

llln~llllllll~lllll u~llllullll~lllillul~l~lllll~~~~ 
601511000 10012313601512 

Store at controlled room temperature, 59-86°F (15-30%). 
Manufactured by: 
Boehringer lngelheim Vetrnedica, Inc. 
St. Joseph, MO 64506 U.S.A. 
Distributed by: 
Merial Limiteb 
Duluth, GA 30096-4640 6015164C-00-0304 



Non-steroidal anti-inflammatory drugfor oraluse in dogs 
only 
Warningc Not for use in humans. Keep out of reach of 
children. Refer to the package insert for complete warnings 
and precautions. 
US Patent 6,184,220 
Manufactured by: 
Boehrfngerlngelheim Vetmedica. Inc. 
St.]oseph. MO 64506 USA 
Distributed by: 
Merlal Limited 
Duluth, GA 30096-4640 U.S.A 

Dosage and Administration: Refer to the package insert for 

fmeloxicam) 
complete Dosage and Administration information. 

1.5 mglmL Oral Suspension 
Store at controtled room temperature, 59-86-F (15-3O’C). 

Caution: Federal law restricts Take Time @  Observe label Directions 
this drug to use by or on 
the order of a licensed 

Lot No: Exp. Date: 

veterinairan. 

L NetContentsr32mL 

6015165L-01-0607 
Code601521 
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Indications: Metacam- Oral Suspension 
Is Indicated for the control of patn and 
inflammation associated with 
0stooarthrlUs in dogs. 

Dosageand Administration: Metacam- 
Oral Suspension should be 
administered initia1lyat0.09 mgIlb 
(0.2 m&l@ body weight or@ on the ftrst 
day of treatment For all treatments after 
day 1, Mt?tscwn’ Oral Suspension 
should be administered once daily at 
a dosage of 0.01rg mg/lb (0.1 mg/k@. 
Refer tn the package insert for complete 
dosage and administration information. 

Store at controged room temperature, 
59-86’F(15-30-C). 

, Metacam” 

Warninns: Not for use in humans. Keep 
this an&all medications out of reach of 
children, Consult a physician In case of 
accidental ingestion by humans. For oral 
useindoasonlv. As with anvNSAfD ail 
dogs sho;ld undergo a thorough history 
and physical examination before the 
initiation of NSAID therapy. Appropriate 
laboratory testing to establish 
hematological and serum biochemical 
baseline data is recommended prior to 
and perioclicaily during administration. 
For technical assistance or to report 
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i r Metacam” i (i3ebxiwm) 

1.5 mg/mL Oral Suspension 
thu@im Federa! ii+ restr4cts tlds drug 
to use by or on fhe order of a licensed 
VetW+~fl~. 

1 (meloxicam) 
; 1.5 mg/mL Oraf Suspension 

Non-steroIdal anti-lnffrmmatory drug for 
Qfatu5eifld6gsoldy 
Net-~mt. 
NADA 14I-213,&fw&!d byFDA 
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i 
i 
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c I 
i 
i 
i 
i 
i 
i 
i 

I 

I 
suspected adverse reactions, call 
I-866-METACAM (l-866-638-2226). 
USPatent6,184,220 
Me&am’ is a registered trademarkof 
Boehringer fngelheim Vetmedica GmbH, 
licensed to Eoehdnger 
Ingelhdm Vetmedica, Inc. 

! CHtdon: Federai law restrkts thfs drug 
1 to use by or on tha order of a kensed i ; 
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Non-steroidal anti-inflammatory drug for 
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Metacam” 
(meloxicam) 
1.5 mg/mL Oral Suspension 
Caution: Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian. 
Non-steroidaf anti-inflammatory drug for 
oral use in dogs only 
Net Contents: 100 mL 
NADA 141-213, Approved by FDA 

Indications: Metacam”Ora1 Suspension is indicated for 
the control of pain and inflamniation associated with 
osteoarthritis in dogs. 
Dosage and Administration: Me&cam” Oral Suspension should 
be administered initially at 0.09 mg& W.2 mg/kgI body weight 
only on the first day of treatment.‘For alltreatments after day I, 
Metacam’Orai Suspension should beadministered oncedaily 
at a dosage of 0.045 mg/lb (0.1 mglkg). 
Contraindications: Clogs with known hypersensitivity to 
meloxicam should not receive Met&cam’Oral Suspension. 
Do not use in cats. 
Warnings: Not for use in humans. Keep out of reach of 
children. Refer to the package insert for complete warnings 
and precautions. 
For technical assistance or to report suspected adverse 
reactions, call l-866~METACAMb-866-638-2226). 
Refer to package insert or client information sheet for 
additional information. 
Store at controlled room temperature, 59-86°F (15-30°C). 
6015168L-01-0407 Code 601531 
Take Time @9 Observe Label Directions 
Lot No: Exp. Date: 

Manufactured by: 
Boehringer Ingelheim 
Vetmedica, Inc. 
St. Joseph 
MO 64506 U.S.A. 

Distributed by: 
Meriel Limited 
Duluth 
GA 30096-4640 
U.S.A. 
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; ( 1.5 mg/mL Oral Suspension i 
/ 

f Cation: Federal law restricts thts drug 
j to “se by or on the order of a licensed 

i 

-( I veterinarian. 
! 
t 

! Non-steroidal anti-inflammatory drug for I 

I-213,Approved by FDA 

, ! 
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Warnings: Not for use in humans. 
Keepthis and all medications out 
of reach of children. Consult a 
physician in case of accidental 
in~$~tlon byhumans.Foroml use 
Indo~only.AswRhanyNSAtD 
all dogs should undergo a 
thomtlgh histoty and phystcal 
examination before the Initiation 
of NSAJD Iheiapy. Appropriate 
laboratwy testing to e$tab,is,, 
hemabalogical and serum 
biochemical bps&e data is 
recofd-f~,W prior to sod 
Periodfcaliy during administradon. 
FOI technicat assistance 0, to 
report suspected advetse 
reaCtlonr.call I -SW-METACAM 
W866-638-22263. 

US Patent 6.184.220 

Metacaof is a regtstemd 
trademark of Bcehringer 
lngelheim Vetmedica GmbH, 
licensed to tloehnnger 
lngethelm Vetmedica. Inc. 

! (meioxicam) I 
f 1.5 mg/mL Oral Suspension 
I Caution: Federal law rest&a this drug 

1 
I 

/ to “se by or on the order of a licensed , 
: veterinarian. I 
E 
; 

Non-sleroldal anti-mflammatory drug for ! 
oral use in dogs only I 

i Net Contents: IGO mL i 
A 141~213,Apprwed by FDA 

contrd uf pain and inflamma- 
don arsociatedwlth ostew- 
thdtts In dogs. 

Ikewand Adndnistmtkm: 
MWam‘ oral suspension 
should& adminfstefedinitially 
at a09 m#lb (9.2 m&!&l body 
we@ht only on the first day of 
treatment. For alttreatments 
afterday 1. Metwarn’ Oral 
Su$penlion should be 
admlnl&wed on~e da& at I 

Refer to the package fnse,t 
fOt Complete dosage and 
adniniilration information. 

state at Sonrloiled tuonl 
tempereture.59-B6~f L15-30°C). 
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